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Period for Reply » sneer win me correspondence address - 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION ( ' ° M 

: ™ES 

Status 

1 )S Responsive to communication(s) filed on 09 May 2003 . 
2aM This action is FINAL. 2b)D This action is non-final. 

3) D aPPl ? * i0n iS T C ° nditi0n for allowanc e except for formal matters, prosecution as to the merits is 
Disposition of Claims 00 PraCt ' Ce ""^ E * Parte 1935 C D - 1 1 453 0 G * 13 

4) B Claim(s) 7-f2.77.78.2f^5*nrf?fl.™ i s /are pending in the application. 
4a) Of the above claim(s) 1-12.17.18.20-2* ?ft *nH ?q is / are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) [3 Claim(s) 30^6 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

11) D The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 ZM Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)|g|AII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. 

3.IEI Copies of the certified copies of the priority documents have been received in this National Staoe 
application from the International Bureau (PCT Rule 1 7 2(a)) Naranai stage 

See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 

. _.i — Y translation of the forei '9 n 'anguage provisional application has been received 

15) U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 

Attachment(s) 

Notice of References Cited (PTO-8921 ^f— i . 

2) □ Notice of Draftsperson-s Patent Drawing Review (PTO-948) 5 H STTI f™™?/™^ P *" r ^ — " 

3) □ .nation Disdosure Statements, (PTO-1449) Paper Nojs) . 6) □ S£ 
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DETAILED ACTION 

1 . Claims 13-16,19, 26-27 have been canceled. 
Claims 30-36 have been added. 

2. Claims 1-12, 17-18, 20-25, 28-29 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected inventions. Election was 
made without traverse in Paper No. 14. 

3. The text of those sections of Title 35 U.S.C. code not included in this office action 
can be found in a prior Office Action. 

4. The following Office Action contains some NEW GROUNDS of rejection. 
Rejections Withdrawn 

5. The rejection of claims 1 3-1 5, 26 under 35 U.S.C. § 1 01 because the claimed 
invention is directed to non-statutory subject matter is withdrawn in view of the 
amendments to the claims. 

6. The rejection of claims 26-27 under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention is withdrawn in view of 
the amendments to the claims. 

7. The rejection of claims 13-16, 19, 26-27 under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
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matter which applicant regards as the invention is withdrawn in view of the amendments 
to the claims. 



Response to Arguments 

8. The rejection of newly added claims 30-36 under 35 U.S.C. 1 1 2, first paragraph, 
is maintained and made again. 

The response filed 5/9/03 has been carefully considured but is deemed not to be 
persuasive. The response states that CDR3 is the only region critical for bonding to an 
antigen and specific variations in the amino acid sequence of a CDR3 region have been 
found to be tolerable (see page 5 of response). In response to this argument, the 
specification does not teach that CDR3 of the heavy chain binds antigen by itself. In 
addition, the specification does not teach any alterations in CDR3 that result in antigen 
binding. The only two sequences are SEQ ID NO:31 and 32 and no alterations are 
taught or where in the sequence an alteration would be tolerated. The response also 
does not address the unpredictability in the art as evidenced by Rudikoff and Amit. 

The response further states that the antibodies have been shown to retain the 
desired binding and one could use the composition for in vivo use (see page 5 of 
response). In response to this argument, while the entire antibodies may bind antigen, 
the claims encompass only a CDR3 region and these fragments are not enabled. In 
addition, the response did not address the concern that the entire antibody is needed to 
elicit anti-ids as evidenced by Chatterjee et al. 
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Therefore, in view of the lack of predictability in the art as evidenced by Rudikoff 
et al, Amit et al, and Chatterjee et al and the lack of guidance in the specification one of 
skill in the art would be required to perform undue experimentation in order to practice 
the claimed invention. 



9. The rejection of newly submitted claims 30-36 under 35 U.S.C. 1 02(b) as being 
anticipated by Berchtold (Blood 74:2414-2417, 1989) is maintained. 

The response filed 5/9/03 has been carefully considured but is deemed not to be 
persuasive. The response states Berchtold discloses polyclonal antiserum and does 
not disclose or suggest monoclonal antibodies or the sequence of the claimed 
antibodies and the human antibodies of the present invention were obtained from 
healthy human donors while Berchtold were from diseased patients (see page 5-6 of 
response). In response to this argument, it is immaterial if the antibodies are polyclonal 
or monoclonal because the claims are directed to an antibody. In addition it is 
immaterial that the antibodies were from a diseased patient because the antibodies of 
the instant application and those of Berchtold are directed to the same antigen. In the 
rejection the burden was properly shifted to applicant to show a distinction between the 
antibody in the prior art and the claimed antibody. Such a distinction is not made and 
as such the rejection is maintained. 
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1 0. The rejection of claims newly added claims 30-36 under 35 U.S.C. 1 02(b) as 
being anticipated by Nugent et al (Blood 70:16-22, 1987) is maintained. 

The response filed 5/9/03 has been carefully considured but is deemed not to be 
persuasive. The response states it is extremely unlikely that the 5E5 disclosed by 
Nugent would have the same CDR3 sequence as the antibody of the present invention 
and the human antibodies of the present invention were obtained from healthy human 
donors while Nugent were from diseased patients (see page 6 of response). In 
response to this argument, it is immaterial that the antibodies were from a diseased 
patient because the antibodies of the instant application and those of Nugent are 
directed to the same antigen. In the rejection the burden was properly shifted to 
applicant to show a distinction between the antibody in the prior art and the claimed 
antibody. Such a distinction is not made and as such the rejection is maintained. 

The following is a NEW GROUND of rejection 

1 1 . Claims 30-36 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claims 30-36 are indefinite for reciting "able to bind to GPIIb/llla of a human 
antibody or a fragment thereof in claims 30 and 35 because the exact meaning of the 
phrase is not clear. Does the antibody bind human GPIIb/llla or an antibody to human 
GPIIb/llla or is the antibody a human antibody that binds GPIIb/llla or some other 
meaning? 



Application/Control Number: 09/424,840 Paae 6 

Art Unit: 1642 

b. Claims 30 and 36 are indefinite for reciting "wherein the antibody or antibody 
fragment is encoded by a nucleic acid which encodes a heavy chain" in claim 30 or 
"further comprising a second antibody or antibody fragment subunit encoded by a 
nucleic acid which encodes a light chain" in claim 35 because the exact meaning of the 
phrases are not clear. It is unclear how an antibody can be encoded by a nucleic acid 
that encodes a heavy chain or a light chain. Antibodies comprise heavy and light chains 
not just light or heavy chains. In addition it is not clear if claim 35 needs a second 
antibody molecule or if the claim is for a light chain that is to pair with the heavy chain in 
claim 30. If another antibody is needed than what does it bind to? 

c. Claim 31 is indefinite for reciting "further comprising the variable domain of the 
H chain" because claim 30 recites the heavy chain comprising a CDR3 and as such the 
claim has the variable region of the H chain already and the antibody (presumably) is 
human and as such would have CDR3 and the rest of the variable domain unless claim 
30 is only claiming a fragment which is CDR3 only. 



Conclusion 

12. No claim is allowed. 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented ii 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Larry R. Helms, Ph.D, whose telephone number is (703) 
306-5879. The examiner can normally be reached on Monday through Friday from 7:00 
am to 4:30 pm, with alternate Fridays off. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Anthony Caputa, can be 
reached on (703) 308-3995. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 

1 5. Papers related to this application may be submitted to Group 1 600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in 
Crystal Mall 1. The faxing of such papers must conform with the notice published in the 
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Official Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone 
number is (703) 308-4242. 



Respectfully, 

Larry R. Helms Ph.D. 

703-306-5879 




